
Public Health Service 

Food and Drug Administratian 
Rockville, MD 20857 

EIiseo 0. Salinas, MD 
Shire Pharmaceuticals group 
725 Chesterbrook Bivd 
Wayne, Pennsylvania 1 g~$7-~6~7 

Your petition requesting the Food end rug Administrative to ~sta~4ish 
therapeutic equivalence requ’ t-its for any generic 
product referencing Adder-at4 ASP, was received 
I O/l 8/2005. It was assigned docket number Z&P- 
on 1 O/1 8/2005. Please refer to this docket number in future ~~~r~sp~ndence on 
this subject with the Agency. 

Please note that the acceptance of the petition for ~i4ng,is a pr~c~d~~a4 matter in 
that it in no way reflects.an agency decision on the ~u~sta~t4we merit of the 
petition. 

Sincerely, 

utler, Director 
Division of Dockets management 
Office of Management Programs 
Bff4ce of Management 


